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No. 76 ] NEW DELHI, TUESDAY, FEBRUARY 25,1997/PHALGUNA 6,1918 

w^ti afrr MOem Mhih-h 
( wr^i ftwn) 
atffcUJBRT 

M fttf#, 25 WWft, 1997 

UT.^T.Ift. 91(3T).—afrtfa^TTmWTTTraflftWT, 1945 WT afotMwiwft %ftn2«bRm PfROl' 

TraiwrsFnft aqfaf^m, 1940 (1940 wi23) ^ wu 12 aft: wn 33 wt aftwijHrc htot % twfut #t ■qft=nt 4) - yw q hwmu 
( 7 * 113 ^ fWr) arffer^urr ti. m m ft. 23 ( 33 ), Tntftgr 11 1996 % aqtfft vj^ % sramTftr, ■hft II, -srs 3 , 

(i), tlrtftr 11 1996 % 7533 3?ft (PS 4 RT ftlW W W, fwt Tjft TT^ ^t, ftT4%^1 3imftw 

’tftiR'ii %, qi-Gia ^Et, ftRffit ■aow aqftitjaRi ^ WW ’■Fit mRimi ‘Ji'ifll Wt •s w i i 5i«< 4ftb ®ff, yid lift 
VtUt( *t; 

3?k -3°rci ^ mRi*o 29-1 “96 "43t ii'ifll Wt ■34(n 4 *4 ^bt'i t^t wf “ft; 

aftt *h<*ik % •s'W Hl^H ft*fflt % TTJTtT q'lqi WTkl an^qt aqhi "97 Pi^h ^>T ftfW^ I 

3TH:, 3TsT, ^sJIh tH't'K, •3 C K1 arPqft^TR"^)) MKT 12 afk WO 33 &R1 9'^tT ^1 fttf*iT WT jftft °t>4rl 1|T7, aiftITT fl<qt*i|ot)l ■Htll5°hK 
7) WTTf wft % afftftl aiVt ITtlTWT writ ft*PT, 1945 WT aftr 3T7Ttwr wft % %H Pi^^fftrftftl ft*TR «HI(f) %, STCff^: — 

1. (1) ^ft^WTTTf^^maftqfiqaftTTramTnRTfrCRemUTltWT) fWT, 1997t I 

( 2 ) WUf -ff SfSBIHH tnfftr wt 3Pfrl #t I 

2. afftftt 3ftT -siwwr UTRTfi ft*m, 1945 %ftWR64% dMftUH (2)^f,~ 

(w) <j+i\ % ■si'5 (ii) % 3TTT^f, ft+^RilTan J 1 I 51 'Hin , n, aqfciiq^— 

11 W ^ aflqfU ^*/ftRT i^tt) q4 % ftitft ♦n-HCllHI'O ft^°lPlWKr1’^I Wt Tfelil ^K«l %"; 

(731) T^T HWR TTTtf^tT <^h) PlHRnRaci T R7tpF '^ii.^i ^IH^ 1 11 , -— 

' ‘ ^ Ht ftT— 

(i) 3ITCT 20 WW9 21 3TWqT^ftf^, 33pfft ftn/ ft>tr ittt an^T ^ TJlfVWT^ ^ WT ^ TFimFT W7 

■^TT ft> ■qft^T 10 -apWfo ^1 fifa % f ; 3fft 
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(ii) (3T) RVT20 RTRR^21 

(3TT) W 20 3R RT R?R 21 'ST 3TRRT Rt^f rf, 

^ % #TR %R RR Sfl^RR Rit RTRR RTfa^lft RRR RtfRR ^FTT«rFT RR ^TT fti RfoR IS q ' <fE fa ^ RiR $R % RRH; 

RE^rf % ^4<n41 REgqr % "swr, ■3A iRmf Rit w;1 ^tr% %r <n^fWr, srpn RTfaRiift w aiWfa Rfc 
TramWRTft (xqR-R?ittET) ftRR, 1997%RTCR-&R^^Rftqf|-R$'f I 

3. '3RR f¥w Rft ^’, ftrqui 3 % RWTR RtHf^riSRT fear 1 ! 3TR: TRlfttf %RT ^ITRRr, :— 

(*uiU| 4; rtctr 34<j)j| %ffrR3ni?iftj(i7jRlt%%R sWf 3jk^mRefi'-3Ri(Vi %%r aiwfafl %f?TR RR^foR 

3RPT-3RTT »40|Wl qft Vfi|UJPi R^lft I 

[RRR. W 11014/16/94-AluRy.JH R^^RTR] 
^RJWRt tR; RTgpKTRfaq 

f 

RRt^TUJTTT ; —Rlffal 1 -5-79 RR> RRT TTRttf^rTT #Rfa 3fhC RRm RflRlft ftRR, 1945, 7RRRR aftt R^RTC R^RTR H5HHR (IRTCRR 
fRRFT) %’JR RRiRPT ^ STRjfsfef f$m^' <#Rfa 3lfa RRm RTRTlft aifaftRA 3fa 1%RE ( 1 ft.^, Rft.RR-RR.-61 ) t, 
RR^arf^imlRR'RT.RR’ft. 552 (31), RKftff 4-12-96 RRT f*RT RRTI 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 25th February, 1997 

G.S.R, 91 (E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was published 
as required by sections 12 and 33 of the Drugs and Cosmetics Act 1940 (23 of 1940), at pages 3 and 4 in the Gazette of India, 
Extraordinary Part II, Section 3, Sub-section (i) dated the llthJanuary, 1996 underthe notification of the Government of India 
in the Ministry of Health and Family Welfare (Department of Health) No. GSR 23 (E) dated the 11th January, 1996 inviting 
objections and suggestions from all persons likely to be affected thereby, before the expiry of a period of sixty days from the 
date on which the copies of the Official Gazette containing the said notification were made available to the public; 

And whereas copies of the said Gazette were made available to the public on the 29U -96; 

And whereas objections and suggestions received from the public on the said draft rules have been considered by the 
Central Government. 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, the Central Government, after 
consultation with the Drugs Technical Advisoty Board, hereby makes the following rules further to amend the Drugs and 
Cosmetics Rules, 1945, namely :— 

E (l) These rules may be called the Drugs and Cosmetics (1st Amendment) Rules, 1997. 

(2) They schall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 64, in sub-rule (2),— 

(a) in the second proviso, in clause (ii), the following shall be added at the end, namely :— 

"or who holds a degree of a recognised University with one year's experience in dealing with durgs"; 

(b) after the second proviso as so amended, the following proviso shall be added, namely :— 

"Provided also that,— * 

(i) in respect of an application for the grant of a licence in Form 20 or From 21 or both, the licensing 
authority shall satisfy itself that the premises are on an area of not less than 10 square meters> and 

(ii) in respect of an application for the grant of a licence— 

(A) In Form 20 or Form 21 or both, and 

(B) In Form 20B or Form 2 IB or both, 
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the licensing authority shall satisfy itself that the premises are of an area not less than 15 square meters; 

Provided also that the provisions of the preceding proviso shall not apply to the premises for which licences have been 
issued by the licensing authority before the commencement of the Drugs and Cosmetics (1st Amendment) Rules, 1997". 

3, In Schedule M to the said rules, after Note III, the following Note shall be inserted, namely :— 

"Note TV :—Areas for formulations meant for external use and areas for formulations meant for internal use shall be separately 
provided to avoid mix-up even though they are from the same category of formulations." ■ 

[No. X (11014/16/94-DMS & PFA] 
RENU SAHAN1 DHAR, Jt. Secy. 

Foot Note ■-The Drugs and C-osmetics Rules, 1945 as amended upto 1-5-1979 is contained in the publication of the Ministry 
of Health and F amily Welfare (Department of Health) containing the Drugs and Cosmetics Act and the Rules 
(PDGHS-61) and last amended vide GSR. 552 (E) dated 4-12-96 
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